TCT-91: Paravalvular Regurgitation One Year After Balloon Expandable Transcatheter Aortic Valve Implantation  by unknown
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&RQFOXVLRQV
,Q WKH ODUJH FRQWHPSRUDU\ +25,=216$0, VWXG\ 2IIKRXUV SUHVHQWDWLRQ IRU 67(0, KDG
VLPLODUVKRUWDQGORQJWHUPRXWFRPHVWR2QKRXUVFDVHVXQOLNHRWKHUSUHYLRXVUHSRUWV
7&7
3ULPDU\3HUFXWDQHRXV&RURQDU\,QWHUYHQWLRQLQ2FWRJHQDULDQVDQG1RQDJHQDULDQVZLWK
676HJPHQW(OHYDWLRQ0\RFDUGLDO,QIDUFWLRQ)URP:HVWHUQ'HQPDUN+HDUW5HJLVWU\
/LVEHWK$QWRQVHQ/LVHWWH2NNHOV-HQVHQ3HU7KD\VVHQ(YDOG+RHM&KULVWLDQVHQ$QGHUV
-XQNHU+DQV+HQULN7LOVWHG0LFKDHO0DHQJ$QQH.DOWRIW.QXG1RHUUHJDDUG+DQVHQ
-DQ5DYNLOGH-HQV)OHQVWHG/DVVHQ/HLI7KXHVHQ
2GHQVH8QLYHUVLW\+RVSLWDO2GHQVH'HQPDUN$DUKXV8QLYHUVLW\+RVSLWDO6NHME\+RVSLWDO
$DUKXV'HQPDUN$DUKXV8QLYHUVLW\+RVSLWDO$DOERUJ+RVSLWDO$DOERUJ'HQPDUN
%DFNJURXQG(OGHUO\SDWLHQWVZLWKP\RFDUGLDOLQIDUFWLRQFRQVWLWXWHDSDUWLFXODUULVNJURXSLQUHODWLRQ
WRSHUFXWDQHRXVFRURQDU\LQWHUYHQWLRQ3&,WUHDWPHQW:HH[DPLQHGWKHDQQXDOSURSRUWLRQDQGORQJ
WHUPRXWFRPHLQRFWRJHQDULDQVDQGQRQDJHQDULDQVZLWK67VHJPHQWHOHYDWLRQ LQIDUFWLRQ67(0,
WUHDWHGZLWKSULPDU\3&,LQ:HVWHUQ'HQPDUN
0HWKRGV)URPWRDOOSDWLHQWVDJHG\HDUVZLWK67(0,ZKRZHUHWUHDWHGZLWKSULPDU\
3&,ZHUHLGHQWL¿HGLQWKH:HVWHUQ'HQPDUN+HDUW5HJLVWU\7KHDQQXDOSURSRUWLRQIURP
RIRFWRJHQDULDQV\HDUVDQGQRQDJHQDULDQV\HDUVXQGHUJRLQJSULPDU\3&,DQG
GD\VDQG\HDUPRUWDOLW\IURPZHUHDQDO\]HG
5HVXOWV$WRWDORIHOGHUO\RFWRJHQDULDQVDQGQRQDJHQDULDQVFRUUHVSRQGLQJWR
RIWKHWRWDOSULPDU\3&,WUHDWHG67(0,SRSXODWLRQZHUHWUHDWHGZLWKSULPDU\3&,EHWZHHQ
DQG7KHDQQXDOSURSRUWLRQRIRFWRJHQDULDQVUHIHUUHGIRUSULPDU\3&,GXHWR67(0,LQFUHDVHG
IURPQ LQWRQ LQS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LQS$PRQJRFWRJHQDULDQVDQGQRQDJHQDULDQV
WKHQXPEHURIPDOHSDWLHQWVZDVDQGUHVSHFWLYHO\7KHGD\VDQG\HDUPRUWDOLW\
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
YVS QV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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YVS QVQRQDJHQDULDQVYVS QV@GLGQRWLPSURYHVLJQL¿FDQWO\LQ
QHLWKHURFWRJHQDULDQVQRUQRQDJHQDULDQV
&RQFOXVLRQ7KHDQQXDOSURSRUWLRQRIRFWRJHQDULDQVZLWK67(0,WUHDWHGZLWKSULPDU\3&,GRXEOHG
IURPWRZKLOH WKHSURSRUWLRQRIQRQDJHQDULDQVGHFUHDVHG7KHPRUWDOLW\UDWHV LQWKHVH
SDWLHQWVZLWKDGYDQFHGDJHZHUHKLJKDQGGLGQRWFKDQJHVLJQL¿FDQWO\GXULQJWKHVWXG\SHULRG
9DOYXODU+HDUW'LVHDVH$RUWLF
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7&7
(OLJLELOLW\IRU7UDQVFDWKHWHU$RUWLF9DOYH,PSODQWDWLRQLQ3DWLHQWVDW+LJK5LVNIRU
6XUJHU\,QVLJKWIURP385(9$/9(5HJLVWU\6HOHFWLRQ3KDVH
0DVVLPR1DSRGDQR(UPHOD<]HLUDM9DOHULD*DVSDUHWWR9LQFHQ]R7DU]LD*LXVHSSH
7DUDQWLQL&KLDUD)UDFFDUR5REHUWR%LDQFR,YR7LEHULR0DUFR3DQ¿OL*LDPEDWWLVWD
,VDEHOOD*LQR*HURVD
,QWHUYHQWLRQDO&DUGLRORJ\'SWRI&DUGLDF7KRUDFLFDQG9DVFXODU6FLHQFHV8QLYHUVLW\RI
3DGRYD3DGRYD,WDO\&DUGLDF6XUJHU\'SWRI&DUGLDF7KRUDFLFDQG9DVFXODU6FLHQFHV
8QLYHUVLW\RI3DGRYD3DGRYD,WDO\,QVWLWXWHRI$QDHVWKHVLRORJ\8QLYHUVLW\RI3DGRYD
3DGRYD,WDO\
%DFNJURXQG 7KH DPRXQW RI XQRSHUDWHG DRUWLF SDWLHQWV LV QRW ZHOO HVWDEOLVKHG DV ZHOO DV WKH
SHUFHQWDJHRI HOLJLELOLW\ WRSHUFXWDQHRXV WUHDWPHQW$LPVRI WKLV VWXG\ZHUH WR DVVHVV WKHUDSHXWLF
RSWLRQVLQKLJKULVNSDWLHQWVUHIHUUHGWRDWHUWLDU\FHQWUHZLWKFDSDELOLWLHVIRUVXUJLFDODQGSHUFXWDQHRXV
DRUWLF YDOYH LQWHUYHQWLRQV WR HVWDEOLVK WKH SHUFHQWDJH RI HOLJLELOLW\ WR WUDQVFDWKHWHU DRUWLF YDOYH
LPSODQWDWLRQ7$9,
0HWKRGV $OO KLJKULVN SDWLHQWV UHIHUUHG WR RXU FDUGLRYDVFXODU GHSDUWPHQW VLQFH $SULO  IRU
VHYHUH DRUWLF YDOYH GLVHDVH UHTXLULQJ YDOYH UHSODFHPHQW ZHUH LQFOXGHG LQ D SURVSHFWLYH UHJLVWU\
'HPRJUDSKLFDQGFOLQLFDOGDWDDVZHOODVWUHDWPHQWUHFHLYHGGD\RXWFRPHZHUHFROOHFWHG+LJK
VXUJLFDOULVNZDVGH¿QHGE\WKHSUHVHQFHRIDJHZLWKORJLVWLF(XUR6&25(RUDJH
ZLWKORJLVWLF(XUR6&25(RUDJH!SOXVRQHRUPRUHSRUFHODLQDRUWDSUHYLRXVFDUGLDF
VXUJHU\ QHXURORJLFDO G\VIXQFWLRQ VHYHUH FKURQLF NLGQH\ GLVHDVH VHYHUH SXOPRQDU\ LQVXI¿FLHQF\
)(9OLYHUFLUUKRVLV&KLOG%VHYHUHFRQQHFWLYHWLVVXHGLVHDVHKRVWLOHWKRUD[UDGLDWLRQ
EXUQVHWF(OLJLELOLW\FULWHULDIRU7$9,ZHUHEDVHGRQFKDUDFWHULVWLFVFRPSDWLEOHZLWKWUDQVIHPRUDORU
WUDQVVXEFODYLDQ&RUH9DOYHDQGZLWKWUDQVIHPRUDORUWUDQVDSLFDO(GZDUGV6DSLHQ
5HVXOWV2XWRISDWLHQWVZLWKV\PSWRPDWLFDRUWLFYDOYHGLVHDVHZHUHFODVVL¿HGDVPLOGWR
PRGHUDWHULVNDQGRSHUDWHGGD\PRUWDOLW\ ZHUHFRQVLGHUHGDWKLJKULVNIRU
VXUJHU\E\PXOWLGLVFLSOLQDU\WHDP2IWKHDWKLJKULVNRIWRWDOSRSXODWLRQZHUHUHIXVHG
E\VXUJHRQVZHUHRSHUDWHG GD\PRUWDOLW\ DUH VFKHGXOHG IRU VXUJHU\GLHGEHIRUH
LQWHUYHQWLRQ2IWKHZKRZHUHGHQLHGVXUJHU\UHVXOWHGHOLJLEOHWR7$9,DQGGLG
QRW&DXVHVRILQHOLJLELOLW\WR7$9,ZHUHVHYHUHPLWUDOUHJXUJLWDWLRQQ LQDGHTXDWHDRUWLF
DQQXOXVVL]HQ IUDLOW\VWDWXVQ KRUL]RQWDOYHQWULFOHQ VHYHUHYHQWULFXODUG\VIXQFWLRQ
Q QRDFFHVVQ KHPRUUKDJLFGLDWKHVLVQ 2IWKHHOLJLEOHWR7$9,XQGHUZHQW7$9,
GD\PRUWDOLW\ GLHGEHIRUHLQWHUYHQWLRQUHIXVHGWKHSURFHGXUHZHUHH[FOXGHGE\
UHIHUUDOSK\VLFLDQDQGGLHG
&RQFOXVLRQV$ERXWRQHIRXUWKRISDWLHQWVDIIHFWHGE\VHYHUHDRUWLFYDOYHVWHQRVLVSUHVHQWVKLJKULVN
IHDWXUHVIRUVXUJLFDOYDOYHUHSODFHPHQWDQGLVGHQLHGVXUJHU\+RZHYHUWKHPDMRULW\RIWKHPLVHOLJLEOH
IRUWUDQVFDWKHWHUDRUWLFYDOYHLPSODQWDWLRQXVLQJWKHFXUUHQWGHYLFHVDQGDSSURDFKHV
7&7
7UDQVFDWKHWHU$RUWLF9DOYH,PSODQWDWLRQ8VLQJ&RUHYDOYH5HYDOYLQJ6\VWHP$V$OWHUQDWLYH
7UHDWPHQW2I$RUWLF6XUJLFDO3URVWKHVLV)DLOXUH,Q+LJK5LVN3DWLHQWV0XOWLFHQWHU
([SHULHQFH
)UDQFHVFR%HGRJQL0DULD/XLVD/DXGLVD/XFD7HVWD$QJHOR5DPRQGR6LOYLR.OXJPDQQ
)HGHULFR'H0DUFR$QQD6RQLD3HWURQLR)HGHULFD(WWRUL&RUUDGR7DPEXULQR*LDQ
3DROR8VVLD1HG\%UDPELOOD
,VWLWXWR&OLQLFR6DQW¶$PEURJLR0LODQR,WDO\8QLYHUVLWjGL3DGRYD3DGRYD,WDO\2VSHGDOH
1LJXDUGD&D¶*UDQGD0LODQR,WDO\2VSHGDOH8QLYHUVLWDULR3LVD,WDO\6SHGDOL&LYLOL%UHVFLD
,WDO\2VSHGDOH)HUUDURWWR&DWDQLD,WDO\
%DFNJURXQGLQSDWLHQWVDWKLJKVXUJLFDOULVNZLWKVHYHUHDRUWLFYDOYHVWHQRVLVWUDQVFKDWHWHUDRUWLF
YDOYHUHSODFHPHQW7$9,ZLWK&RUH9DOYH5HYDOYLQJV\VWHP&56LVVDIHDQGHIIHFWLYH)XUWKHUPRUH
7$9,PD\EHDQRSWLRQIRUDVXEJURXSRISDWLHQWVDIIHFWHGE\DRUWLFVXUJLFDOELRSURWKHVLVIDLOXUH
0HWKRGVIURP-XQHWKURXJK$SULOLQWKHLWDOLDQPXOWLFHQWHUUHJLVWU\ZHUHLPSODQWHG
&56LQSWVLQFOXGLQJDVXEJURXSRIDIIHFWHGE\VXUJLFDOELRSURVWKHVLVIDLOXUH5HDVRQVIRU
KLJKULVNSWVGHWHUPLQDWLRQKLJKORJLVWLF(XURVFRUH1HZ<RUN+HDUW$VVRFLDWLRQ1<+$IXQFWLRQDO
FODVV SULRU WKRUDFRWRP\ VHYHUH SXOPRQDU\ K\SHUWHQVLRQ RWKHU VHYHUH FRPRUELGLWLHV 3URFHGXUHV
ZHUHSHUIRUPHGXQGHUJHQHUDODQHVWKHVLDQ 7UDQVIHPRUDODFFHVVZDVFKRVHQLQSWVOHIW
RUULJKWVXEFODYLDQDSSURDFKZDVSUHIHUUHGLQFDVHRIVHYHUHDWKHURVFOHURVLVDQGVPDOOIHPRUDODUWHU\
GLDPHWHUQ $IWHUEDOORRQGLODWLRQZKHQQHHGHG&56ZDVXVHG
5HVXOWVEDVHOLQHFKDUDFWHULVWLFVPHDQDJHPDOHQ 1<+$,,,SWVPHDQ/RJLVWLF
(XURFRUHFRURQDU\GLVHDVHSWVVHYHUHFRPRUELGLWLHVSWVHMHFWLRQIUDFWLRQ()
)DLOHGVXUJLFDOSURVWKHVLV VWHQWHGZHUHGLYLGHG LQ W\SH$ZLWKSUHYDOHQFHRI
VWHQRVLVSWVW\SH%ZLWKSUHYDOHQFHRIVLJQL¿FDQWUHJXUJLWDWLRQSWV,PSODQWDWLRQZDVVXFFHVVIXO
ZLWKLPPHGLDWHUHVWRUDWLRQRIVDWLVIDFWRU\YDOYHIXQFWLRQLQDOOSDWLHQWV0HDQDRUWLFJUDGLHQWHFKRLQ
$W\SHZDVUHGXFHGIURPPP+JWRPP+J5HJXUJLWDWLRQLQW\SH%GHFUHDVHG
IURPPRGHUDWHVHYHUHWRPLOGLQSW1RVLJQL¿FDQWLQVXI¿FLHQF\ZDVREVHUYHGLQUHPDLQLQJJURXS
7KHPDMRULW\RIWUHDWHGSWVUHFHLYHGPPYDOYHSWV,QKRVSLWDOFRPSOLFDWLRQRQHGHDWKKRXUV
DIWHUWKHSURFHGXUHGXHWROHIWPDLQFRURQDU\DUWHU\RFFOXVLRQ$WODVWFOLQLFDOIROORZXSUDQJHGD\V
\HDUVPHGLDQGD\VWKHUHZHUHQRDGGLWLRQDOFRPSOLFDWLRQV1<+$FODVVLPSURYHGIURPWKH
EDVHOLQHLQDOOSDWLHQWVODWHVWUXFWXUDOYDOYHIDLOXUHRUHPEROL]DWLRQGLGQ¶WRFFXUHFKRFDUGLRJUDSKLF
IROORZXSFRQ¿UPHGSRVWSURFHGXUDOUHVXOWV
&RQFOXVLRQV &56 LPSODQWDWLRQ LQ RXU H[SHULHQFH VKRZHG JRRG UHVXOWV LQ WHUP RI IHDVLELOLW\
SURFHGXUDO VXFFHVV DQG ORQJ WHUP IROORZXS DQG DQ HPHUJLQJ DOWHUQDWLYH WUHDWPHQW IRU KLJKULVN
SDWLHQWVZLWKV\PSWRPDWLFDRUWLFVXUJLFDOSURVWKHVLVIDLOXUH
7&7
3DUDYDOYXODU5HJXUJLWDWLRQ2QH<HDU$IWHU%DOORRQ([SDQGDEOH7UDQVFDWKHWHU$RUWLF
9DOYH,PSODQWDWLRQ
/LQGD&RWD(XJHQLR6WDELOH*LRYDQQL6RUURSDJR$QJHOR&LRSSD*LRYDQQD6DUQR9LQFHQ]R
/XFFKHWWL0DUFR$JUXVWD3DROR5XELQR
&OLQLFD0RQWHYHUJLQH0HUFRJOLDQR$9,WDO\
%DFNJURXQG7KHLPPHGLDWHLQFLGHQFHRISDUDYDOYXODUUHJXUJLWDWLRQLVUHODWLYHO\IUHTXHQWIROORZLQJ
WUDQVFDWKHWHUDRUWLFYDOYHLPSODQWDWLRQ7$9,7KHUHLVOLPLWHGGDWDDVWRZKHWKHUWKHVHGHWHULRUDWH
GXULQJIROORZXS
2EMHFWLYHV7KHDLPRIWKLVVWXG\ZDVWRDVVHVVWKHQDWXUDOKLVWRU\RISDUDYDOYXODUUHJXUJLWDWLRQDWRQH
\HDULQSDWLHQWVXQGHUJRLQJ7$9,ZLWKEDOORRQH[SDQGDEOHYDOYHV
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